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For dennatological use only

Caution: Federal law prohibits dispensing without
BESCTOOn et 207G (36 am 660 UPC
Rea sccompanying diecions careull. - sox. 0-81642-01935

Mig. By: Clay-Park Labs, inc., Bronx, NY 10457

NDc 4s802-019-35]| BETAMETHASONE
DIPROPIONATE
CREAM USP, 0.05%

(Potency expressed as betamethasone)

Net Wt. 15 g

Usual Dose: Apply a thin film of cream to the aflected skin areas once a day. In some

— cases, a twice daily dosage may be necessary. s
01915CF! Each gram contains: 0.64 mg betamethasone dipropionate, USP {equivalent 1o 0.5 myg

- betamethasone), in a hydrophilic, emoliient cream consisting of purified water, mineral oil,

R1096 white petrolatum, polyethylene giycol 1000 cetyl ather, cetyl aicohol, steary! alcohol,
phosphoric acid, and monobasic sodium phosphate; propylene glycol and chiorocresol as
preservatives.

NDC 45802-019-35 BETAMETHASONE b
W iy DIPROPIONATE
CREAM USP, 0.05%

{Potency expressed as betamethasone)

Net Wt. 15 g

DIE # C8061 - CODE # 108 PMS 320, BLACK
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BETAMETHASONE DIPROPIONATE

Cream, USP 0.05%

Lotion, USP 0.05% w/w

LPotency Expressed as Betamsthasone)
of.gg;matnlonlc Use Only - Not for Ophthaimic Use

DEXL
products conan . USP. & synthetic adrenocoricosteroi. for BErIEONQIC Lse

an analog ot . has hagh ity ang sgit activty Bihe 17,

1-0:propionste ester of betamethasone

Chemicaly. betamethasone dipropionate i B-Fivoro-11, 17, zvmrm-vsmv-nmm-um-s. 20-done 17 21-thpropionate. with the

Mmolecuis! Iormuia CzaharFO7, & molcuiar weight of 504.6. and the foliowing structural tormula.

Betamethasone dibropionate 15 2 white to crearmy white odoress tTuMM powder insolubdle n water

Each gram of Betamethasone Dipropionate Cream 0 05% contans 0 64 my bermethasone Sipropionate US';&JWMM 10 0.5 mg betamethasone) in
3 hydrophilic emolhent cream CONSISHNG of purrhed water. mineral il white petrolatum. Dotyethylenz giyco! 1000 cetyi sther. chtyl $ICOhOL. Steary!
Acoho! acidt. ang sodiom . propyiene gmoi And Chiorocresol Bs preservaives.

Each gram of Betamethasone Dipropionate Loton 0 055 wiw contins 0 64 mp UsP 1005mg
betamethasone). i a totion base of ISOpropyl Mcohdl (46.8% ) ano purted water SIghtly thackened with caroopol 934-P. the PH & jusid 1o
approximately 4 7 with sodium hydroxide

cLm PHARMACDLOGY

he cor are a class of stertad secreted by the adtrendl Corlex ang TN synthetic Maiogt in
ghlmucaioqm 40Ses COCUSterIts are used primarnty Tor their Y and/o ehects

oA oI0S Suth as are eisctove in the treatment of COTICOSIETONI-FESPONSIve Bermaioses prmanly
of thexr g y. aMDruic, ang ACHONS. Mowever. while the physialogic PRATMACOIQIC anG thiica! etects of the
COMCOSIEOI0S are weli-kNOWN. the eXact MECHENSMS of theit ACHONS W SALh disexse are uncertan .3
dben Shown 10 have 1opicai QIC) ang systemic QK N0 Metsboix: Ettects Charactersiic of thy chass of orugs

i

The extent of pery  topical tor 1 determined bv mainy tactors inchiding the vehicle the ity of the spidermal

batnier. and the use of occlusive dressing. (Se¢ DOSAGE AND ADMINISTRATION séction ) K

Topxal corticosteroids can be ASorbed from notmal inlact $kin INtiammenon andsor oiher isaase rocesses in the skin nchease DPErCULAnROUL
2b30rpton . Occlusive dressings rease the it of topical (Soe DOSAGE AND ADMINISTRATION
section }

Once atsorbed through the skin 1opical coricosteroids are handied TroUG BRarmacokinetic pathways Simiar o systemically aomimmered
comticosteroids Corteosteroids are bound 1o plasmma Prolems in varying oegrees. Corficosieroits are metabolized primarty in the kver and are then
XCTe180 by the Kitneys Szome o the 1opical conizosterods and their metabointes are a0 €xcreted o the bue

INDICATIONS AND
Betametrasone Dipropronate products are indicated for retie! of the Y 9nd prufmic o
N TIONS
[ produtts are 0 patients who are 10 . 10 Gther
QT 10 Iy INDIEdw 11 these preparations
PRECAUTIONS
General Systemic absorption of topical CONKDEErOIAS has Droduced reversidie AuRary i (HPA) axg

of Cushing’s syndrome fyperglycemia. ang Qlucosuria i 5oMe patients.
Conditions which augment sysiemic absornion inciude the aDDICINON Of the More potem Sthionls. use tver Lrge xurtece Beas. prowonged use. and the
ddition of pcctusive dressings. (See DOSASE AND ADMINISTRATION section )
Theretore. patients recewing 2 large dose of » Potent topica! steroid appied 1o 3 Iargt Surtace 3rex shouki be evaiusted Deriodicatly 101 evidence of HPA
BXI5 SUDDrESSIDN by using The urinary free tomoi and ACTH Jests H HPA axs 1S NOLEY. an atiempt shouid De made to
withdraw the drug 1o reguce the frequency of appication. of to substdute 3 WSS potent sieroi)
Recovery of HPA axis function 15 generally promp! and compiete upon the drixg . B0 and of sisroid

K COr TONdS.

!

withorawal may pocur requnng Sysiem
ﬂ:nra&my absord praportionally lrmer amous of topica! EOMCosMroNS aG s be Mmore sisceptivie 1o systami loxicity. (See PRECAUTIONS-
iatric Use.
Htarriaiion deveiops. topical corcostern:ds should be Grscomrued and approprute therapy mstiuted
In the presence of dermatological infeciw.. © 3 use of an approprte antdungal of antibacterai 20ent should be mstituted K 3 levorabie response dos
not occur un:;no’lzy' he COMICasterait Sheuw o2 *~continued umil the isection has been dequately comroled
ion tor

Patients using topicar corticosteroids Should réceive 12 Inlibwitig wiormation and MSITUCTIONS
1. This medicatson 15 1o be used as directed by the physican 1t i 1or etermal use ohly. AvoiS COMac! with the
2. Prtwms should be atvised not to vse this medication for By disorer ofher than 1or wiich 1 was prescribed
3 The treated skin area should not be Bandageo or otherwise coveriy of wrapped s 10 be ociusive (5ee DOSAGE AND ADMNBSTRATION section }
g ::uems s'houlc 12pOr any signs. n; loca) agverse reachions . ol e
TEATS Of PROIILIIC DANRAIS Ehould be advised not 10 uSe tigi-tting diaers br IC DAMS 0N § Child being Iateo n the diaper area. as these
rments m;,v Consitute occiusive dressing (See DOSAGE wﬂumnou secton.)

ry Tests
The foliowing tests may be twiptul in evaluating HPA axis suppression
Uninary free conisal test
ACTH StmuBLon fest

X > . ol Fonttiny
Long-1erm arima: stuiies have 01 Deen Deriormed 10 evaluate the CUTnOgenic potential or the ettact on Seriilty of topical corticosterons.
Studbes 10 oetarmine Mulagericrly with predinisoione have reveaier hegatree results.

Pregnancy Teratogenic Effects

Pragnancy Category C Corticosteroigs are Denerally terstogenic in boratory srmalt when admimsiered systemically at elsiively low dosape kvels.
The more potent concosterons have been sp~. + i ke 200N aNer dermal apPication in Abota10ry amimals There are no aoequate and well-
comrolied Stugies in pregnant women on teratopenc eftects from topically dpphed concosterords Therefore, 10piCal CoMICotterois Shouid be used
dunng pregnancy only 1 the potential benetn JUStriies the potential resk 10 the fetus. Drugs of thrs ciass should no! be used exteniivety on pregnant
pabents 0 a1oe smounts. of tor Droiongey perieds of ime

It 15 0Ot knowvn wi #ther topical TN 00 O COnKosierords couki resill im suttcient SySIEmic abEOIpION fo Brodice detectable Qudittities in braast
ik Systemiatr: wmimstered COMICORIEIOn: a1 $&: - #led M0 breast mik GuANtaNS ot inkely (0 have & dletencus ehect on the infant
MNeiess. cii < 1 $houkd be exercrseq when 100K:A) COMUCONIRIONY 3re Prescrided for NUPEING woman.

Podisiric Use
g ot 2
Hypotnamic-piluttary $100. Lushing § syndrome, Ind entracranial hyperiension have been reported i Chedren receivii
topics! cor s of adrenal n chiidren mclude lnkar growth retargation, Geisyed weipht pain_ kw plasma con
nn.u'm absence of response 1o ACTH » o nciude buiging fortanelies. hescaches. and dilaterat
papiliedema

of topical 10 chitdren shouid be iimited to the Makt amoge with an stiecive the regwmen. Chronic
COMICOSternio therapy May inieriers with the growth ang Heveiopment of chdren.
The t , M reported when D e DOSAGE
Oftowing oca: agverse reactions sre y B DrodUCHE aTE Uted BS RcomMmenced i
AND ADMINISTRATION section These re3CIIONS $re isted in an nQ Order o burming: aching. wmanon: dryness
TolhCuls. hypentrichosis. acheorm eruptions. hyDoPGMENation penoral Dermates. aherDic LOMaCE S y of the sion; Y

snect:on. skin atrophy. Strae. miana
Systemic abtorphion of 10pIEH comrosterons hus Prooucet! reversidie -PRUSy-aoTenal (RPA) axig X of
mmaimarm. hypergiycemia. and giucosiinia in gome patents.

Topecal mmnunmmsmumnw«mm-mwm iemic etiects (See PRECAUT!
DM?AIDIDIIMUMM b ¢ s
Mamnﬂr;a"somDmvoooon;ncmn;aw:mmmmmbwmmoos%wmmmmmmm.l«mnm,
2 twice daily 00Sa0 May be neces: g

Beumettasone Dipropionate ionon wmmamummmmb»mwmmomxmmmmm untd 1 s
wmwry‘mmmomnawnnqmhrmmmmmlm.wwmnwmlommﬁm'gmwwm

NOW SUPPLIED
Betamethasone Dipropronate Cream 0 05% iy Supbed 1n 15 gram (NDC 458072-019-35) and 45 ratn (NDC 45802-019-35) tibes: boxes of b
Betametnizsone Dipropionate Lotion 0 05% whw 1 #vaiiable 1n 20 mL (NDC 45802-021-87) and 60 m(. INDC 45!02-021-43) DlSIC squweze dotthes:
boxes ol one hﬂcnmuxﬂ.ﬂmhnmuummm>
wp-ukﬁ'mn.nmou: IPROPIONATE pragerntions deswasn 2° and 30°C (3% oid M4 F),
~Parl bs. Inc.
Brone. NY 10457
Mg by Clay-Park Labs. inc.. Brovx, NY 10457
Rev 1355
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NDC A5802—0\9~42
BETAMETHASONE DIPROPIONATE
CREAM USP, 0.05%

{Potency expressed as betamethasone}

Eath gram contams: ( 62 MG Dermemasent BIpTopCAI use
tecuvaient 12 G 5 M of beramegtaasanes 1h 3 RYGIophic Knokent
Lr#ET CORSISIIG OF PurfieC walk:. Minefal OF whrie pelfoutu™,
poivethyiene ghveol 1600 cetvi ether Catvl JICONG! stearyi 3ENGE
PAOSPRCHC 3CHG. 34 MOROEASK SOQIUM PROSPAAIE. fYopviene GVet]
AN (NIOIRCTESC! 28 PIESETvAlIveS

Vet Dose: ADEN 3 thif 1 ©° Cream 1o the aeclet skin sreas oace
ay i SCTOE C25€S 2 TwWice Barly COS20E TV e hecessary

‘ NDC 45802-0\9-&2
BETAMETHASONE DIPROPIONATE
CREAM USP, 0.05%

{Potency expressed as betamethasone)

£ieh gram containg: & 63 Mg beizmethasont Giptomenzte. USE
segumaient i { of betaretnasones 10 a Ry2redint emokient
ceeam LORDILIN chied waler, mineral of white perreiatam
otyethviene givec! 1000 £atvi eiher, Cet aiXonet. steary aenet
ShCSphis ATIE BNC MAROLILC s PhCsenale, Fropyiere GhyEn
ne CRIGDCTESDI 25 DHeservalives

Utua) Dose: Azph 2 the fm 6! cheam o ihe A SN Breds OATE R
4 i6 SCAE CASES 2 Twice C3ily 2osage MEy De NECESIRTY.

Net Wt. 45 grams

BEMET NDC 4580201842 -

HASONE DIPROPIO

CREAM USP, 0.05% NATE
(Potency expressed as betamethasone)

}:::,.'::: ::r:\::‘ur\n:v ﬁrfﬁ“ u:);mcmsam Sipropionane, USP
t ameihasones. i 3 hooh 3
CIE2M CORSISING OF Dutied water mineral oi "o
b1 war oi whay petr
ﬁ;‘;%‘f.ﬁfﬁ;‘é% TV eler. cenvi akonan ;,,2';3’;‘;;,.“5,
< NOLISK 5 )
ane clh;no(rrscl 2¢ preservatives 41T PRESDRIIE proppere gDt
wval Dose. Apphy a thin bim ¢1 cream to
S : e attecy
Gay If SGMe Cases 2 twice dany dosage may be necifs::: s oneey

¥

For dermatolo:

Caution

gical use ont
al law proh:

i For dermaltalogical use only

For dermatological use only

Feder.
ompanying d

Store between 27 and 30"

Lot No. & Ex,
MIg. By.

on.

iits dispensing without prescript

Federal faw prohi
companying direct

s dispensing without

tions careful

Cautlon

prescription,

Read acct

s dispensing without prescription.

tions carefully.

Cautign: Federal law prof

ions carefully.

ty
; and 86 FJ.
fimg of tube or see box. RY

. Inc.. Bronx, NY. 10457

irec!

en 7 and 307

Read accompanying direc
‘Lot Ho. & Exp.

€ 36" and 86 Fi.
Date; See crimp of tube or see box.
Park Labs, Inc. Bronx, NY 10457

Store hetws

A1

At

26" and 867 FJ.

C{
See crimp of fu

and 307

Store hetween 2°

Read ac

C(36°

he nr see box.

Lot No. & Exp. Date:

p. Date: See ¢

- Clay-Park Labs,

Mig. By: Clay-

NY 10457

Mig. By: Clay-Park Labs, inc. Bronx,
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